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Submitter Information OCT 2 7 2010
Submitter: Hitachi Medical Systems America, Inc.

1959 Summit Commerce Park
Twinsburg, Ohio 44087-2371
ph: (330) 425-1313
fax: (330) 963-0749

Contact: Douglas J. This'tlethwaite
Date: September 27, 201 0

Device Name
Classification Name: System, Imaging, Pulsed Doppler, Ultrasonic
Classification Number: 90-IYN
Trade/Proprietary Name: HITACHI Hi VISION Avius Diagnostic Ultrasound Scanner
Predicate Device(s): HITACHI HI VISION Preirus Diagnostic Ultrasound Scanner

____ ___ ___ ____ ___ ___ K 09344 6

Device Intended Use
The HI VISION Avius is intended for use by trained personnel (doctor, songrapher, etc.) for the
diagnostic ultrasound evaluation of Abdominal, Cardiac, Intrai-operative, Fetal, Pediatric, Small
Organ, Peripheral vessel, Biopsy, Trans-rectal, Trans-vaginal, Musculoskeletal, Neonatal
Cephalic, Adult Cephalic, Endoscopy, Intra-luminal, Gynecology, Urology and Laparoscopic
clinical applications.
The Modes of Operation of the HI VISION Preirus are B mode, M mode, PW mode (Pulsed
Wave Doppler), CW mode (Continuous Wave Doppler), Color Doppler, Amplitude Doppler
(Color Flow Angiography), TDI (Tissue Doppler Imaging), 3D Imaging, 4D Imaging, and Real
Time Tissue Elastography.

Device Description
Function
An ultrasound system consists of the following:

* Ultrasound transducer~s) to generate the transmitted ultrasound energy and detect the
reflected echoes

* A computer system to cohtrol the transducer and analyze the signals resulting from the
reflected echoes

* A video monitor w~ith optional image recorder to display the computed image or derived
Doppler data

Scientific Concepts
An acoustic wave is a mechanical perturbation of a medium which passes through a given
medium at a fixed velocity. The rate at which the particles in the medium vibrate in the
disturbance is the frequency of the wave, and is measure as cycles/second, or hertz (Hz).
Frequencies above 20 kHz are not audible, and above this frequency, the acoustic energy is
known as ultrasound. For the purposes of medical ultrasound imaging, frequencies in the range
of 1-20 MHz are utilized.
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510(k) Summary

The ultrasound waves comprising a beam travel in as straight line in homogeneous media.
When an ultrasound wave reaches an interface between two media of different impedances, a
portion of the beam energy may pass through the boundary (transmission), and a portion may
be reflected. The direction of propagation of the transmitted beam is determined by the angle of
incidence of the incident beam upon the boundary, and differences (if any) in the speed of
sound in the two media. The direction of reflection is determined solely by the angle of incidence
upon the boundary. The relative strength of the reflected wave depends upon the differences in
the impedances between the two media. Reflection at a boundary between soft tissue and
bone, as an example, involves a large impedance difference, and results in a relatively strong
reflected echo. Reflection at a boundary between two soft tissue-types with a relatively small
impedance difference, on the other hand, results in a relatively weak reflected echo.

The ultrasound transducer, when operating in pulsed mode,.periodically emits an ultrasound
burst at a predetermined rate desciribed as the pulse repetition frequency (PRF). During the time
duration that the transducer is not transmitting ultrasound energy, it may act as a received for
the reflected ultrasound energy. Since the speed of propagation of ultrasound in tissues is
estimated as 1 540m/sec, the time elapsed between transmission of a pulse and receipt of an
echo may be used to estimate the distance from the transducer to the tissue structure giving
rise to the reflected echo. The relative strength of the reflected echo can be used to determine
the brightness of display of the reflected echo or strength of derived Doppler signal.

Physical and Performance Characteristics
The principle of operation of ultrasound imaging involves generation of an ultrasound wave with
an electric signal applied to a transducer, direction of the resulting ultrasound wave into the
tissue of the body, and reception and analysis of the echoes reflected back to the same or an
adjacent transducer from the various tissues along the path of the ultrasound wave.

Device Technological Characteristics
The technological characteristics of this device are identical to the primary predicate device. The
control and image processing hardware and the base elements of the system software are
identical to the predicate device. See Section 4 - Predicate Device Comparison.

Conclusions
It is the opinion of Hitachi Medical Systems America, Inc. that HITACHI Hi VISION Avius
Diagnostic Ultrasound Scanner is substantially equivalent to the predicate devices. In addition,
we have concluded that the subject system is substantially equivalent with respect to safety,
effectiveness, and functionality to the Hi VISION Preirus Diagnostic Ultrasound Scanner
K093466 with the exception of the new transmitter. The Product Specification for new
transmitter is included in Section 3 - General Device Description and the validation is included
in Section 6 -Clinical Safety & Effectiveness.

Attachment
ATITACHMENT POSITION

Declaration of Conformity with Design Controls1
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DEPARTMENT OF HEALTH & HUMAN SERVICES

4 4 ~ ~~~~~~~~~~~~~~~~~~~~~Food and Drug Administration
10903 New Hampshire Avenue

Document Mail Center - W066-G609
Silver Spring-, MD 20993-0002

Mr. Doug Thistiewaite
Manager, Regulatory Affairs
Hitachi Medical Systems America, Inc.
1959 Summit Commerce Park OCT 2 7 2010
TWINSBURG OH 44087-2371

Re: K102901
Trade/Device Name: HI VISION Avius Diagnostic Ultrasound Scanner
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: II
Product Code: IYN, IYO, and ITX
Dated: September 27, 20 10
Received: September 30, 201 0

Dear Mr. Thistlewaite:

We have reviewed your Section 5 10(k) prernarket notification of intent to market the device
referenced above and we have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug, and
Cosmetic Act (Act). You may, therefore, market the device, subject to the general controls
provisions of the Act. The general controls provisions of the Act include requirements for annual
registration, listing of devices, good manufacturing practice, labeling, and prohibitions against
misbranding and adulteration.

This determination of substantial equivalence applies to the following transducers intended for use
with the HI VISION Avius Diagnostic Ultrasound Scanner, as described in your premarket
notification:

Transducer Model Number

EUJP-1B512 EUP-CV524 EUP-L54MA
EUP-1B514 EUP-CV714 EUP-L65
EUP-C511 EUP-ES52E EUP-L73S
EUP-C514 EUP-ES52M EUP-L74M
EUP-C516 EUP-F334 EUP-LV74
EUJP-C524 EUP-F53I EUP-053T

- EUP-C532 EUP-L52 EUP-054J
EUP-C71 5 EUP-L53 EUP-0L334

EUP-CC531 EUP-L53L EUP-R54AW-19. -33



EUP-S50A EUP-U533 EUP-VV731
EUP-S52 EUP-V53W
EUP-S70 EUP-VV531

If your device is classified (see above) into either class 11 (Special Controls) or class III (PMA), it
may be subject to such additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 895. In addition, FDA may publish
further announcements concerning your device in the Federal Regzister.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean that
FDA has made a determination that your device complies with other requirements of the Act or any
Federal statutes and regulations administered by other Federal agencies. You must comply with all
the Act's requirements, including, but not limited to: registration and listing (21 CFR Part 807);
labeling (21 CFR Part 801); good manufacturing practice requirements as set forth in the quality
systems (QS) regulation (21 CER Part 820); and if applicable, the electronic product radiation control
provisions (Sections 531-542 of the Act); 21 CFR 1000-1 050.

This letter will allow you to begin marketing your device as described in your premarket notification.
The FDA finding of substantial equivalence of your device to a legally marketed predicate device
results in a classification for your device and thus permits your device to proceed to market.

If you desire specific advice for your device on our labeling regulatio n (21 CFR Part 80 1), please go
to http://www.fda.gov/AboutFDA/CentersOffices/CDRH/CDRHOffices/ucim I115 809.htm for the
Center for Devices and Radiological Health's (CDRH's) Office of Compliance. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part 807.97).
For questions regarding the reporting of adverse events under the MDR regulation (21 CFR Part
803), please go to http://www.fda. gov/MedicalDevices/Safetv/ReportaProblem/default.htm for the
CDRL-'s Office of Surveillance and Biometrics/Division of Postmarket Surveillance.

If you have any questions'regarding the content of this letter, please contact Shahram Vaezy at (301)
796-6242.

Sincerely yours,

ZDavidGr rwnthD
Acting Director
Division of Radiological Devices
Office of In Vitro Diagnostic Device

Evaluation and Safety
Center for Devices and Radiological Health

Enclosure(s)



Indications for Use

OCT 27 2010

51 0(k) Number (if known):

Device Name: Hi VISION Avius Diagnostic Ultrasound Scanner

Indications For Use:

The HI VISION Avius is intended for use by trained personnel (doctor, songrapher, etc.) for the diagnostic ultrasound
evaluation of Abdominal, Cardiac, Intra-operative, Fetal, Pediatric, Small Organ, Peripheral vessel, Biopsy,
Trans-rectal, Trans-vaginal, Musculoskeletal, Neonatal Cephalic, Adult Cephalic, Endoscopy, Intra-luminal,
Gynecology, Urology and Laparoscopic clinical applications.

The Modes of Operation of the HI VISION Avius are B mode, M mode, PW mode (Pulsed Wave Doppler),
CW mode (Continuous Wave Doppler), Color Doppler, Amplitude Doppler (Color Plow Angiography),
TDI (Tissue Doppler Imaging), 3D Imaging, 40 Imaging, and Real Time Tissue Elastography.

Prescription Use X AND/OR Over-The-Counter Use ____

(Part 21 CIFR 801 Subpart 0) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF
NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

2~11 (Division Sign--omf Page 1 of ___

Division of Radiological Devices
Office of In Vitro Diagnostic Device ~vajuation and.Safety

510K



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HII VISION Avius

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:
Clinical Application Mode of Operation ____

Gieneral Specific B M PDCD Color Combined* Other**
(Track I only) (Tracks I & HII) M WDCD Doppler (Spec.) (Spec.)

Ophthalmic Ophthalmic _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Fetal P P P P P P P
Abdominal Pa Pa Pa Pa Pa Pa Pa

'nt era ative'S ecj Pb Pb Pb Pb Pb Pb
Intra-Foperrative(Neu.) J__ __ _____

Laparoscopic P P P ___ P P P
Pediatric W F P P p p P
Small Organ (Spec.) Pd Pd Pd __ Pd P'd Pd
Neonatal Cephalic P P P __ P P P

Fetal Imaging Adult Cephalic P P P P P P P
& Other Trans-rectal Ph Ph Ph __ Ph Ph Ph

Trans-vaginal Pf Pf PI __ Pf Pf Pf
Trans-urethral
Tran~s-esoph~.~ (non-Card.) __

Musiuloskeli7(Convent.) P P P P P P
Musculo-skel. (Superfic.) P P P P P P
Intra-luminal

__ __ __ __ _ Other (sp -ec.):T_ _ _ __ _ _ _ _ _ __ _ _ _ _ _ _

Cardiac Adult P P P P P P P
Cardiac Cardiac Pediatric P P P P P P P

____ ____ ___ O ther (s e .-
Peripheral vei ssel P P P PP P P

N= new indiain.Ppreviously cleared in K(093466
*Combination of each operating mode, B, M, PWD, CWD and Color Doppler.
**Amplitude Doppler, Harmonic Imaging, 3D Imaging, Real Time Tissue Elastography, Torapezoid,

Contrast, Oblique, High Compound imaging, Omni Directional M-mode,
Wide View, Tissue Doppler imaging

Additional Comments:
Subscript "a": Includes imgngfr udance of percutaneous biopsy of abdominal organs and structures

(including micnei)
Subscript "b": Inccludes imaging of organs and=srcue exposed during surgery

(xluding neurosurgery and aaoc pi prcdures)
Subscript "c: Includes thyroid, parathyroid, breast, scrotum, penis.-
Subscript "d": Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "C': Includes imaging for guidance of transrectal biopsy.
Subscript "pl: Includes imaging for guidance of transvaginal biopsy.
Subscript "g": For pediatric patients.
Subscript "h": Includes imaging for guidance of tranarecpal-iopsy.

(PLEASAE DO NOT'W~RITE BE;LOWvTHI1S LINbWCON'rINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CD~t~r eieEvaluation (ODE)

A_(Division Sign-OWf
Division of Reproductive, Abdominal, ENT,

and Radiological Devices

510(k) Number:. K ~ ot

Prescription Use (Per 21 CFR 801.109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Aviiis
Transducer: EUJP-B512

Intended use: Diagnostic ultrasound imagin g or fluid flow analysis if the human body as follows:
Cmiical Application Mode of Operation _____

General Specific BW MX PWL Cm) Color Combined* Other"*
(Track I only) (Tracks I & III) Doppler (Spec.) (Spec.)
O~phthalmic Ophthalmnic- - -

Fetal P P*! P P P
Abdominal Pa Pa Pa Pa Pa Pa Pa
In r -p r tv (Spec.)__ _ _ _ _ __ _ _ _ _ _ __ _ _

Intra-operative (Neuro.)
Laparoscopi~c
Pediatric
Small Organ (Spec.)
Neonatal Cephalic

Fetal Imaging Adult Cephalic
& Other Trans-rectal

Trans-vaginal
Trans-urethral
Tranis-esoph.~ (non-Card.) ________

Musculo-skeli (Convent.)___
Musculo-skel. (Superfic.) __

Itauminal
___ __ __ __ _ th r uspec.) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Cardiac Adult
Cardiac Cardiac Pediatric

T a seo hageal (card.) __ ______ ______

Other kspec. _______ ______

Peripheral P er ves~sel
Vessel Other s e ._ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

N = ~newmidication. P = previously cleared 1r0934766
*Combination of each operating mode, B, M, PWD and Color Doppler.
**mltd Doppler, Harmonic Imaging, Contrast, High Compound imaging, Wide View

Additional Comments:
Subscript "a": Includes imaging forgi'dance of percutaneous biopsy of abdominal organs and structures

(including amniocenei)
Subscript "b": Includes imaging of organs and structures exosed during surgery

(excluding neurosurgery and laparoscopic proedue)
Subscript "c": Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript "d": Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e": Includes imaging for guidance of tranarectal biopsy.
Subscript "f': Includes imaging for guidance of transvaginal biopsy.
Subscript 'g": For pediatric patients.
Subscript "h": Includes imaging for guidance of transrectgLbiopsy.

(PLEASE DO NOT WRITE JBELOWTHIS L1NL-tONTIlNT] ON ANO~THER PAGE IF NEEDED)
Concurrence of CD ,0 of Device Evsiluation (ODE)

A Division Sign-Off
Division of Reproductive, Abdominal, ENT,

and Radiological Devices

5l0(k) Number: W Dg O

Prescription Use (Per 21 CFR 80 1. 109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Avius
Transducer: EUP-B1514

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:
Clinical Application Mode of Operation _____

General S~pecific ~ B M PWD CWD Color Combined* Other**
(Track I only) (Tracks I & 11I) Doppler (Spec.) (Spec.)
Oph9thalmic b phthalmic - - -

Fetal 7 P~
Abdominal Pa Pa Pa Pa Pa Pa Pa
In aeratIv e( c~ __

ntra-operative(Neur.
Laparoscopic
Pediatric
Small Organ (Spec.) __

Neonatal Cephalic ________

Fetal Imaging Adult Cephalic
& Other Trans-rectal

Trans-vaginal
Trans-urethral

Muscudo skel (Convent.
Mucuoskl (Superfic.) ____ _____

____ ____ ___ ther (spec.) _ _ _ _ _ _

Cardiac Adult
Cardiac JCardiac Pediatric

i~aseohageal (card.) ___

______ ____ ther (sp ec.)~ _ _ _ _ _ _ _ _ _ _ _ _

Peripheral erhalvessel
Vessel j O iher #spe c D ______ __d____ ______

N = new indication. P = previously cleared in K093466
*Combination of each operating mode, B, M, PWD and Color Doppler.
**Amplitude Doppler, Harmonic Imaging, Contrast, High Compound imaging, Wide View

Additional Comments:
Subscript "a": Includes imaging fir gudac of percutaneous biopsy of abdominal organs and structures

(including amniocentesis).
Subscript "b" Includes imaging of organs and srcues epsd during surgery

(excluding neurosurgery and =aaoc pi proedures)
Subscript "c": Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript "d': Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e": Includes imaging for guidance of tranarectal biopsy.
Subscript VP: Includes imaging for guidance of transvaginal biopsy.
Subscript "g': For pediatric patients.
Subscript hV: Includes imaging for guidance of tanseta iopsy. OTE AG FNEDD

(PLEASE DONOT WRITE BELOW1 TISLICOTNE NAOHRPGEFNED )
Concurrence of CD W, OfS3ic Device Evaluation (ODE)

ivision Sign-O
Division of Reproductive, Abdominal, ENT,

and Radiological Devices

510(k) Number: K\\O' ILo

Prescription Use (Per 21 CFR 801.109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: mI VISION Avius
Transducer: EUP-C511

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:
Chinical Application Mode of Operation

GeneralSpecific Z W WD Coo Combned* Oter
(Track I only) (Tracks I & III) floppier (Spec.) (Spec.)

Oph-thalmic Ophthalmic _ _ _ _ _ _____ _____

Fetal P P P P P P
Abdominal Pa Pa Pa Pa Pa Pa
Inlaoperative'Spec)~______ ____________

nta-oerative (Neuro.)

Laparoscopic
Pediatric P P P P P P
Small Organ (Spec.) _____

Neonatal Cephalic ___________

Fetal Imaging Adult Cephalic ____ _____

& Other Trans-rectal
Trans-vaginal
Trans-urethral

Trans-sop(non-Card. I___
Conet

Musculo-skel. (Superfic. __ ____________

In-trsac-lurninal
O0ther (spec.)d_____
Cardiac Adult P~ P P p ____ P

Cardiac Cardiac Pediatric P P P P P P
T a se o ha ~eal(c-ard.) _ _ _ __ _ _ _ _ __ _ _ _ _ _ _ _ _ _ _

Other ispec.)
P7eripheral Pe hr'vessel ~ ~ **~ ~P *

Vessel O her spec-_ _ __ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

N = 7new indication. P = previously cleared -in K0-9346-6
*Combination of each operating mode, B, M, PWD and Color Doppler.
**mnplitude Doppler, Harmonic Imaging, Contrast, High Compound imaging,

Omni Directional M-mode, Wide View

Additional Comments:
Subscript "a": Includes imaging fo udneof percutaneous biopsy of abdominal organs and structures

(including armnocenei)
Subscript "b": Includes imaging of organs and stnictures exposed during surgery

(excluding neurosurgery and laparoscopic procedures).
Subscript "c": Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript "d": Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy-
Subscript "e":' Includes imaging for guidance oftaaetlbopsy

Susrpt f:r Includes imaging for guidance of traaaia ipy
Subscript "gtFor Pediatric patients.

Sbscript "li" Includes imaging for guidance of transrectal biopsy.
(PLEASE DO NOT WRITE BELOW TinS LUETCONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of :C:Dp 5 9Q of Device Evaluation (ODE)

Division of Reproductive, Abdominal, ENT,
and Radiological Devices

510(k) Number: Z\(3' .0



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Avius
Transducer: EUP-C514

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:
Clinical Application Mode of Operation _____

General Specific B M PWD CWD Color Combined* Other**
(Track I only) (Tracks I & III) Doppler (Spec.) (Spec.)

Ophth lmic Ophthalm ic _ _ _ _ _ _ _ _ _ _ _ _ _ _

<Fetal P P r
Abdominal Pa Pa Pa __ Pa Pa Pa

Intraoera!ive'S ec.! ______ ______

Iintra-operative(NWeumo.
Lap droscop ic
Pediatric P P P p .p p
Small Organ (Spec.) Pd Pd P'd Pd Pd Pd
Neonatal Cephalic

Fetal Imaging Adult Cephalic ____ _____

& Other Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esophi - no-ard.)
Musculo skel Convent
,Musculo-skel. (Superfic.) _____

Intra-lminal
____ ____ ___ ther (spec.) _ _ _ _ _ _ _ _ _ _ _

Cardiac Adult
Cardiac Cardiac Pediatric

Trans-eso ha ~eal (card.)_________
Other (spec. ______

Peripheral Pe~~ealvessel _____ ______

Vessel Other Spe ______I

N = new indication. P = previously cleared in K093466
*Combination of each operating mode, B, M, PWD and Color Doppler.
**Amplitude Doppler, Harmonic Imaging, Contrast, High Compound imaging,

Omni Directional M-mode, Wide View

Additional Comments:
Subscript "a": Includes imagi gfor giance of percutaneous biopsy of abdominal organs and structures

(including amniocentesis).
Subscript "b": Includes imaging oorasand srcues exoed during surgery

(excluding neurosurer and lapiaroscopi poEdue)
Subscript "c": Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript "d": Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e": Includes imaging for guidance of transrectal biopsy.

Subscript "f:Includes imaging for guidance of transvaginal biopsy.
Subscript "gi: For pediatric patients.
Subscrit 'h": Includes imaging for guidance of transrectal bionsv.

PFLEASE DO NOT WRITE BELOW THIS UINUE ON ANOTHER PAGE IF NEEDED
Concurrence of CD RH, ce vieEvaluation (ODE)

DiisonSin-
Division of Reproductive, Abdominal, ENT,

and Radiological Devices

510(k) Number: )K\ oQ 9o

Prescription Use (Per2l CFR 801109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
Systen: HI VISION Avius
Transducer: EUP-C516

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:
Cliical Application Mode of Operation _____

General Specific BW M W W Color Combned* Other**
(Track I only) (Tracks I & III) PW)CD Doppler (Spec.) (Spec.)
Ophthalmic Ophthalmic- - - - ____ _____

Fetal T P P _ P p
Abdominal Pa Pa Pa Pa Pa Pa

Intra-operative (Neuro
Laparoscopic
Pediatric p p P P P P
Small Organ (Spec.) Pd Pd Pd Pd Pd P'd
Neonatal Cephalic _____

Fetal Imaging Adult Cephalic __ __ ____________

& Other Trans-rectal
Trans-vaginal
Trans-urethral
Tran~s-esoph.~ (non-Card.) __

Musculo-skel. (Convent.) __

Musculo-skel. (Superfic.) __

Intra-luminal
___ ___ ___ __ O ther (spec.) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Cardiac Adult
Cardiac Cardiac Pediatric

Taseohageal (card.) ___

Other (S p eec__ _ _ _ _ _ _ _ __ _ _ __ _ _ _

_77n M~rl Priphralvessel
Vessel Other (spec.)

FR_=TTw'n~cation. P = previously cleare f93466
*Combination of each operating mode, B, M, PWD and Color Doppler.
**Amplitude Doppler, Harmonic Imaging, Contrast, High Compound imaging,

Omni Directional M-mode, Wide View

Additional Comments:
Subscript 'a": Includes imaging =forgudance of percutaneous biopsy of abdominal organs and structures

(including armnocenei)
Subscript "b": Includes imaging of organs and Strutues epsed during surgery

(excluding neurosurgery and laparocoi poedures)
Subscript "c": Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript Pd": Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e": Includes imaging for guidance of transrectal biopsy.
Subscript 'T": Includes imaging for guidance of tranevaginal biopsy.
Subscript "g": For Pediatric patients.
Subscript "hY: Includes imaging for guidance of transrectal biopsy.

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRHr fi~ ~v Evaluation (ODE)

(Division Sign-Off
Division of Reproductive, Abdominal, ENT,

and Radiological Devices

510(k) Number:S Q



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Avius
Transducer: EU-PC524

Intended use: Diagnostic ultrasound imagn or fluid flow analysis if the human bod as follows:
Clinical Application of eOperationreea Specific ~ r r PWD CW Color Cobied* Oter

(Track I only) (Tracks I & III) __ Doppler (Spec.) (Spec.)
Ophthalmic Ophthalmic - - -___________ _____

Fetal P P IP IP P P.
Abdominal P P IP IP P P
Intra2pierative'Spec. I ___ ______ ______

Intra-operative (NeuroY

LparoseoPic
Pediartric P P P IP p p
Small Organ (Spec.) PC PC PCI PC PC PC
Neonatal Cephalic _____

Fetal Imaging Adult Cephalic _____

& Other Trans-rectal
Trans-vaginal
Trans-urethral
TLrans-esoph~.~ (non-Card.) ___ __ _____

WU -sel. Convent.)
Mucullo-skel. (Superfi-c.)7_____ _____

lintra-luminal
____ ____ ___ ther (spec.) _ _ _ _ _ _ _ _ _ _ _

Iardiac Adult
Cardiac Cadia Pdatri

1''aseohageal (card.)
Oiiiher(pecT)

Periperalj~e eralvessel
Vessel Oher spec.)

N =newindication. P = previously cleared inrK9346-6
*Combination of each operating mode, B, M, PWD and Color Doppler.
**Amplitude Doppler, Harmoaic Imaging, High Compound imaging, Omni Directional M-nmode, Wide View

Additional Comments:
Subscript "a": Includes imgn o uidance of percutaneous biopsy of abdominal organs and structures

(including mnoenteis)
Subscript "b" Includes imaging of organs and structures exose dduring surgery

(excluding neurosurgery and laparoscopic proedures)
Sbscript "c" Includes thyroid, parathyroid, breast, scrotum, penis.

Subscript "d": Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e": Includes imaging for guidance of transrectal biopsy.
Subscript ":Includes imaging for guidance of transvaginal biopsy.
Subscript "g:For pediti patients.
Subscript "hr': Includes imaging for guidance of transrectal blappsy.

(PLEASE DO NOT WRITE BELOW THI LIECNT U ON ANOTHER PAGE IF NEEDED)
Concurrence of CD ice leieEvauto(O )

(Division Sign-Off
Division of Reproductive, Abdominal, ENT,

and Radiological Devices

510(k)Number: __________

Prescription Use (Per 21 CFR 801.109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Avius
Transducer: EUP-C532

Intended use: Diagnostic ultrasound imag ing or fluid flow analysis if the human body as follows:
Clnical Application Mode of Operation _____

General Specific KF PWI) CWD Color Combined* Other t t

(Track I only) (Tracks I & III) ____ Doppler (Spec.) (Spec.)
OphthlmicOphthalmic - -

Fetal
Abdomin-al Pa Pa Pa Pa Pa Pa

Inta- eatve(Spec.) Pb Pb Pb Pb Pb Pb
lntra-operative (Neuro.)

Laparoscopic
Pediatnic P P P P P P
Small Organ (Spec.) Pd P' Id Pd Pd Pd
Neonatal Cephalic P P P P P P

Fetal Imaging Adult Cephalic
& Other Trans-rectal

Trans-vaginal
Trans-urethral
Trns-esoph.(non-Card.)

Musculo-ske. S-upe-rfic. __________

Intra-luminal
____ ____ ____ Other (spec.) _ _ _ _ _ _

Cardiac Adult
Cardiac Cardiac Pediatric

han-e o geal (card.) _ _ _ _ _ _ _ _ _ _ _ _ _

Other (spec.)________ _______

Peripheral Penpheral vessel P P P P P
Vessel O0ther kspec.) I______ ______ _____

N = new indication. P = previously cleared in K93466
*Combination of each operating mode, B, M, PWD and Color Doppler.
"t Amplitude Doppler, Harmonic Imaging, Real Time Tissue Elastography, High Compound imaging,

Wide View

Additional Comments:
Subscript "a": Includes imaging for gudance of percutaneous biopsy of abdominal organs and structures

(including amniocentesis)
Subscript "b': Includes imaging of organs and structures exposed during surgery

(excluding neurosurgery and laparoscopic procedures)
Subscript "c": Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript 'd": Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e": Includes imaging for guidance of transrectal biopsy.
Subscript "f: Includes imaging for guidance of transvaginal biopsy.
Subscript "g": For pediatric patients.
Subscript "hr': Includes imaging for guidance of transrectal biopsy.

(PLEASE DO NOT WRITE BELOW THIS LIN&~e1TINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CD fi Device Evaluation (ODE)

Dnivision Sign-
Division of Reproductive, Abdominal, ENT,

and Radiological Devices

5 10(k) Number: o

Prescription Use (Per 21 CFR 80I.109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: H-I VISION Avius
Transducer: EUP-C715

Intended use: Diagnostic ultrasound imagig or fluid flow analysis if the hmn boyas follows:
Clinical Application Moeo perto _____

Geneal I Specific B M T1W~ rWUh Colo Cobnd* Other**
(Track I only) (Tracks I & III) ____ Doppler (Spec.) (Spec.)
Ophthalmic Ophthalmic _____

Fetal P -P -P P p ~ p
Abdominal Pa Pa Pa Pa Pa Pa

Intra-operative 'SNecIT_~

Lap aroscop ic
Pediatric P P p p P P
Small Organ (Spec.) Pd Pd Pd - Pd Pd- Pd
Neonatal Cephalic

Fetal Imaging Adult Cephalic _____

& Other Trans-rectal
Trans-vaginal
Trans-urethral
Tras-so --

Musculo-skel. CWonvent.)
Musculo-skel. (Superfic.) ________

Intra-luminal
____ ____ ___ O ther (spec.) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Crdiac Adult
Cardiac 'Cardiac Pediatric

T au- coha eal (ca-rd.) _ _ ___ _ _ _ _

O ther i Np ec. Y _ _ _ _ _ _ _ _ __ _ _ _ _ _ _ _ _ _

Vessel Other kspec. ___ ______

77 71=cation. P = previously cleared in=0934-66
*Combination of each operating mode, B, M, PWD and Color Doppler.
**Amnplitude Doppler, Harmonic Imaging, Contrast, High Compound imaging,

Omni Directional M-mode, Wide View

Additional Comments:
Subscript 'a": Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures

(including amniocentesis).
Subscript 'b": Includes imaging of organs and structures erxposed during surgery

(xluding neurosurgery and laparoiscopic prcdurs.
Subscript "c": Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript "d:Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript e:P Includes imaging for guidance of transrectal biopsy.
Subscript "fT' includes imaging for guidance of transvaginal biopsy.
Subscript `g": For pediatric patients.
Subscript "hl: Includes imaging for guidance of transrectal biopsy.

(PLEASE DO NOT WRITE BELOW THIS LINE-CJONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CD Device Evaluation (ODE)

Division Sign-O11
Division of Reproductive, Abdominal, ENT,

and Radiological Devices'

510(k) Number: 1d0 ~ Q

Prescription Use (Per 21 CFR 801.109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Avius
Transducer: EUP-CC531

Intended use: Diagnostic ultrasound imagn or fluid flow analysis if the human body as follows:
Clinical Application Mode of Operation _____

General Specific B M PDCD Color Combined* Other**
(Track I only) (Tracks I & III) M _WD _CW Doppler (Spec.) (Spec.)

ZprtT a rm ic Ophthalmic ___________

Fetal p F P P
Abdominal
Intra_ ___operative_______(Spec.)___

Intrit-operative (Neuro.)
Lap aroscop ic
PediatricI
Small Organ (Spec.) I_ _ _ _ _ _ _ _ _ _ _ _ _____

Neonatal Cephalic
Fetal Imaging Adult Cephalic _____

& Other Trans-rectal Pe Pe Pe P__ e Pe Pe
Trans-vaginal Ff Ff Pf PI__ F Pf Pf
Trans-urethral
Trans-esoph. (non-Card.)
Musculo-skel. (Convent.)_____
Musculo-skel. (S-uperfic.)T __ ______ ______

Intra-luminal
____ ____ ____ O ther (spec.) _ _ _ _ _ _ _ _ _ _ _

Cardiac Adult
Cardiac Cardiac Pediatric

Taseohageal (card.) _________

Other tspec.)_ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Peripheral hrlvessel
Vessel Other spec _______ _______ ______

N = new indication. F = previously cleared in K093466
*Combination of each operating mode, B, M, PWVD and Color Doppler.
"t Amplitude Doppler, Harmonic Imaging, Real Time Tissue Elastography,

Additional Comments:
Subscript "a": Includes imaging fore gudance~ of percutaneous biopsy of abdominal organs and structures

(including amniocenteis)
Subscript "b: Includes imaging of organs and structures exposed during surgery

(excluding neurosurgery and laparoscopic procedures).
Subscript "c": Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript "d": Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e": Includes imaging for guidance of transrectal biopsy.
Subscript "f-: Includes imaging for guidance of transvaginal biopsy.
Subscript "g": For pediatric patients.
Subscript "h': Includes imaging for guidance of transrectal biopsy.

(PLEASE DO NOT WRITE BELOJWTHIS LINE-CfNThINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CD c 15_0 evice Evaluation (ODE)

Division of Reproductive, Abdominal, ENT,
and Radiological Devices

510(k) Number: Nj()2Cf p

Prescription Use (Per 21 CFRS801.109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Avius
Transducer: EUP-CV524

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human bod as follows:
Clinical Application MOd of Operation _____

General Specific B M PDCD Color Combined* Other**
(Track I only) (Tracks I & III) flWDGW oppier (Spec.) (Spec.)
Oph7thalmi-c Ophthalmic ____ _____

Fetal P P ______ PP
Abdominal P P P P P

Intra ratve(Spec.,)
Intra-operative (Neur.)

Laparoscopic ______

Pediatric p p p P P P
Small Organ (Spec.) P P p P P P
Neonatal Cephalic _____

Fetal Imaging Adult Cephalic ____ _____

& Other Trans-rectal
Trans-vaginal
Trans-urethral

Tran-esph.(non-Card.)
,Musculo-skel. (Convent.)
Musculo-skel (Superfic.) ________

Intra-luminal
_____ ____ ___ ther (spec.) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Cardiac Adult
Cardiac Cardiac Pediatric

Taseohageal (card.)
___ ___ __ ___ __ O ther (spec.) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Peripheral Peirlvessel
Vessel Other spec. _______ ______

N = new indication. P = previously cleared in K093466
*Combination of each operating mode, B, M, PWD and Color Doppler.
**mltd Doppler, Harmonic Imaging, 3D Imaging, High Compound imaging, Omni Directional M-mode

*Additional Comments:
Subscript 'a': Includes imaging for gidance of percutaneous biopsy of abdominal organs and structures

(including amniocenei)
Subscript b"b: Includes imaging of organs and Strcue exposed during surgery

(excluding neurosurgery and laparoc pic roedures.
Subscript c"c Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript "d": Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e": Includes imaging for guidance of transrectal biopsy.
Subscript "f': Includes imaging for guidance of transvaginal biopsy.
Subscript "g"; For pediatric patients.
Subscrit h'h" Includes imaging for guidance of transrectal biopsy.

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE O-NANOTH-ER PAGE IF NEEDED)
Concurrence of CD11 Ofce ~f Device Evaluation (ODE)

W ~ivision Sign-Ulf)
Division of Reproductive, Abdominal, ENT,

and Radiological Devices

510(k) Number: V\ 'Y~J

Prescription Use (Per 21 CFR 801.109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Avius
Transducer: EUP-CV714

Intended use: Diagnostic ultrasound imagng or fluid flow analysis if the human body as follows:
Clinical Application Mode of Operation

GeneralSpecific B MCPWlor~ Combined* Oter
(Track I only) (Tracks I & III) M WD W Doppler (Spec.) (Spec.)

Ophth lmic Ophthalmic _ _ _ _ _ _ _ _ _ _ _

Fetal P P P P P P
Abdominal P P P P P P
Ina~operative(Spec.'l ___ ___________

Intratperative (Neuro.)

Laparoscopic _____

Pediatric P p p ___ 1 P P
Small Orgaa (Spec.) P P P P P P
Neonatal Cephalic _____

Fetal Imaging Adult Cephalic
& Other Trans-rectal

Trans-vaginal
Trans-urethral

Trans-=(no~n-ard.)
mu Ca ~ Convent.

!Musculo-skel. (Superfic.) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

lintra-luminal
_____ ____ ___ ther (spec.) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Carda Adult ________

Cardiac Cardiac Pediatric
Trn-oha ~eal card.

O ihe iFs pecJ._______ _______ ______

PTeripe ' Pen eral vesse
Vessel Other sPec.,______ ______

RT=-peindicat~io~n_. P= previously cleared nK93466
*Combination of each operating mode, B, M, PWD and Color Doppler.
**Amplitude Doppler, Harmonic Imaging, 3D Imaging, High Compound imaging, Omni Directional M-mode

Additional Comments:
Subsbript "a": Includeimg in fort guidance of percutaneous biopsy of abdominal organs and structures

(includin amicntss.
Subscript "b": Includes imaging of organs and srcues -epsd during surgery

(excluding neurosurgery and lapaocpcpocedures)
Subscript 'c": Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript "d": Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e": Includes imaging for guidance of transrectal biopsy.
Subscript f'": Includes imaging for guidance of transvaginal biopsy.
Subscript "g': For pediatric patients.
Subscript "If: Includes imaging for guidance of transrectal biopsy.

(PLEASE; DO NOT WRITE BELOW TIS LANE-COWlINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CD , ffic Device Evaluation (ODE)

(Division Sign-Off
Division of Reproductive, Abdominal, ENT,

and Radiological Devices

5lO(k) Number: VK\\n q L



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Avius
Transducer: EUP-ES52E

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as foflows:
Clinical Application Mode of Operation _____

General Srpeific ~ B M PWD CWD Color Combined* Other**
(Track I only) (Tracks I & III) __ Doppler (Spec.) (Spec.)

Ophthamic Ophthalmic _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Fetal
Abdominal
~Inr-Qp rative('Spc _____

Intra-op~erative (Neuro.)
Laparoscopic
Pediatnic
Small Organ (Spec.) __

Neonatal Cephalic ________

Fetal Imaging Adult Cephalic __

& Other Trans-rectal
Trans-vaginal
Trans-lirethral
Trans-esoph. (non-Card.) ______ __

Musculo-skel. (Convent.)
Musculo-skel. (Superfic.) ___

ntaluminal
O= the (pec.) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Cardiac Adult
Cardiac Cardiac Pediatric

Taseohageal (card.) P P P P P P P
Other (spec.)_ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Peripheral Pnhr vessel
Vessel Other spec______ ______ _ _ _ _ _

N = new indication. P = previously cleared in K093466
*Combination of each operating mode, B, M, PWVD, CWD and Color Doppler.
**Amplitude floppier, Harmonic Imaging, Omni Directional M-mode, Tissue Doppler imaging

Additional Comments:
Subscript "a": Includes imaging for gudance of percutaneous biopsy of abdominal organs and structures

(including amniocentesis).
Subscript "b" Includes imaging of organs and Strucure exosed during surgery

(excluding neurosurgery and aparocoi poedures)
Subscript 'c": Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript nd": Indludes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e": Includes imaging for guidance of transrectal biopsy.
Subscript "f,: Includes imaging for guidance of transvaginal biopsy.
Subscript "g": For pediatric patients.
Subscript "h: Includes imaging for guidance of tranarectal biopsy.

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CD evice Evaluation (ODE)

- (ivision Sign-ZOW
Division of Reproductive, Abdominal, ENT,

and Radiological Devices

510(k) Number: I¼ c'$ic I

Prescription Use (Per 21 CFR 80 1. 109)-



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: mI VISION Avius
Transducer: EUP-ES52M

Intended use: Diagnostic ultrasound imagig or fluid flow analysis if the huma n body as follows:
Clinical Application Moe ofpratio

Geneal Specific B UM PWD CWD Coo Combined* er"
(Track I1 only) (Tracks I & III) __ Doppler (Spec.) (Spec.)

OphthlmicOphthalmic- - -

Fetal- _ _ _

Abdomin-al~
Intra-_

Intra-prtvwNiii
Laparoscopi __ _____

Pediatric
Small Organ (Spec.) ________

Neonatal Cephalic __ ______

Fetal Imaging Adult Cephalic _____ __________

& Other Trans-rectal
Trans-vaginal
Trans-urethral

Tram M .(nonCard. I _ _ __ _ __ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

!Musculo-skel. (Superfic.)
lintra-luminal

_____ ____ ___ ther (spec.) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Crdiac Adult
Cardiac Cardiac Pediatric

Taseohageal (card.) P P P P p p P
____ ____ ____ O ther kspec.)_ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Periphera Pen heral vessel
Vessel Other Spec _ _ _ _ _ _ _ _ _ _ _____

N =new indica~tio-n. P =pr-evio-u-slycle~are rr9=346-6
*Combination of each operating mode, B, M, PWD, CWD and Color Doppler.
**Amplitude Doppler, Harmonic Imaging, Omni Directional M-mode, Tissue floppier imaging

Additional Comments:
Subscript "a": Include imgn'or guidance of percutaneous biopsy of abdominal organs and structures

(incl1udingamioentesis).
Subscript "b': Includes imaging of organs and structures exposed during surgery

(excluding neurosurgery and laparoscopic procdures)..
Subscript "c": Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript "d": Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e: Includes imaging for guidance of transrectal biopsy,
Subscript f"f: Includes imaging for guidance of transvagirud biopsy.
Subscript "g": For pediatric patients.
Subscrit "h": Includes imaging for guidance of transrectal biopsy.

(PLEASE DO NOT WRITE BELOW TH-IS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDR 0 o evice Evaluation (ODE)

~C ivision Sign-OWi
Division of Reproductive, Abdominal, ENT,

and Radiological Devices

5t0(k) Number: V-) o QL I



DIAGNOSTIC ULTRASOUNDJ INDICATIONS FOR USE FORM
System: HI VISION Avius
Transducer: EUP-F334

Intended use; Diagnostic ultrasound imaging or fluid flow analysis if the humpanrbody as follows:
Clinial Application Mode7o prto

General Sp-ecifi=c B M PWD CW Color Cmned Othr"
(Track I only) (Tracks I & III) __ Doppler. (Spec.) (Spec.)

Oph-th-almic Ophthalmic _____ _ ____ ______

Fetal
Abdominal
Inr-prtv Se. Pb Pb Pb Pb Pb, Ph
Intra-operative (NeuriWY
Laparoscopic
Pediatric P P P P P P
Small Organ (Spec.) PC P PC PC PC PC
Neonatal Cephalic P P P P P P

Fetal Imaging Adult Cephalic _____

& Other Trans-rectal P P - P P P
Trans-vaginal P P P P P p
Trans-urethral

Trans (nonh-Card.)t_____
Musculo-skel. (CofvenJ
Musculo-skel. (Sup~er~fic,)___T___

In ra-uinal
___ __ __ __ _ th r spec.) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Cardiac Adult
Cardiac Cardiac Pediatric

Taseohageal (card.)
________Uther kspec.)

Peripheral Penipheral vessel P-- r - - r -- - -- - -
Vessel Other spec.)

IN = new indication. P = previously cleared in K093466
*Combination of each operating mode, B, M, PWD and Color Doppler.
"AJmplitude Doppler, Wide View

Additional Comments:
Subscript 'a': Includes imaging for gudance of percutaneous biopsy of abdominal organs and structures

(including amniocnei)
Subscript "b": Inccludes imaging of organs and structures exposed dsuring surgery

(xluding neurosurgery and laparoscopic proedue)
Subscript 'c": Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript "d": Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e': Includes imaging for guidance of transrectal biopsy.
Subscript "P: Includes imaging for guidance of transvaginal biopsy.
Subscript "g: For pediatric patients.
Subscript hle: Includes imaging for guidance of transrectal biopsy.

(PLEASE DO NOT WRITE B3ELOW THIS LINE-CONTINUE ON ANO-THER PAGE IF NEEDED)
Concurrence of CDRH!Vfi ~ of Dev e Evaluation (ODE)

w,,~iision Sign-Of
Division ofI Reproductive, Abdominal, ENT,

and Radiological Devices

510(k) Number:t~ ~~()



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: mI VISION Avius
Transducer: EUP-F531

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:
Clinical Application Mode of Operation

GeneralSpecific B M PWD r Color Cobnd Other**
(Track I only) (Tracks I & HDI Doppler (Spec.-) (Spec.)

Ophthal=mic Ophthalmic _____ _ ____ ______

Fetal
Abdominal P P P ___ P P P
lntr:opeerati~vee~Spec1' Pb Pb Pb Pb Pb Pb

Laparoscopic
Pediatric P P P P P P
Small Organ (Spec.) PC PC PC __ PC PC PC
Neonatal Cephalic P P P ________ p p

Fetal Imaging Adult Cephalic ___________

& Other Trans-rectal P P P P P P
Trans-vaginal P P P ____ P
Trans-urethral

Tra s-so h.(non-Card.) ___ _ _ _ _ _ _ _ _ _ _ _ _ _ _

skl Convent.)
Ml uscuu o-skel. (Supertic.) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

lintra-luminat
_____ ____ ___ ther (spec.) _ _ _ _ _ _ _ _ _ _ _

Cardiac Adult ________

Cardiac Cardiac Pediatric _______ _____

han-e o li eal (card) _ _ _ _ _ _ _

________ Other kspec.)______

Peripheral Pnhrlvessel P E~P T _P ______

Vessel Other spec.T______ ______ _____

7777`n ication. P = previously cleared in K093466
*Combination of each operating mode, B, M, PWD and Color Doppler.
**Amplitude Doppler, Harmonic Imaging, Wide View

Additional Comments:
Subscript "a": Includes imagin for gudac of percutaneous biopsy of abdominal organs and structures

(including amniocentesis).
Subscript "b": Includes imaging of organs and structures exposed during surgery

(excluding neurosurgery and 1aparoscopic procedures).
Subscript "c": Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript "d": Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e" Includes imaging for guidance of trans tlbopsy.
Subscript "'f: Includes imaging for guidance of tranaainlbiopsy.
Subscript "g¶ For pediatric patients.
Subscript h"h Includes imaging for guidance of tranarectal biopsy.

(PLEASE5 DO NOT WRI1TE bBELOWTHIS LINE-CONTNUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDR:H, evc vluation (ODE)

(Division Sign-Off
Division of Reproductive, Abdominal, ENT,

and Radiological Devices

.510(k) Number:



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Avius
Transducer: EUP-L52

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:
Chmncal Application Mode of Operation

General Specific B M PWD CWD Color Combined* Other**
(Track I only) (Tracks I & III) __ Doppler (Spec.) (Spec.)

Ophth lmic Ophthalm ic _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Fetal ______

Abdominal Pa Pa Pa Pa Pa Pa

Intra-oprative(Nepuro.)

Laparoscopic
Pediatric P p p p p p
Small Organ (Spec.) P'd Pd Pd - Pd Pd P'd
Neonatal Cephalic _____ ___ __ ______

Fetal Imaging Adult Cephalic __ _________________

& Other Trans-rectal
Trans-vaginal
Trans-urethral

Musculo-skel (Conet.) P P P P P P
M usculo-skel. (Superfic.) _ _ __ _ _ _ _ _ _ _ _ _ _

ntra-luminal
O~ther (spec.) _ _ _ _ _ _ _ _ _ _ _

Cardiac Adult
Cardiac Cardiac Pediatric

Trans-esohqga g4 eal_ __ard__

Other spe0
Peripheral Pe heral vessel - F *~~ P ____

Vessel Other spec._ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

N = new indication. F = previously cleare!i K09.3466-
*Combination of each operating mode, B, M, PWD and Color Doppler.
**Arnplitude Doppler, Harmonic Imaging, Real Time Tissue Elastography, Torapezoid,

Oblique, High Compound imaging, Omni Directional M-mode, Wide View

Additional Comments:
Subscript "a": Includes; imaging for guidance of percutaneous biopsy of abdominal organs and structures

(including amniocentesis).
Subscript "b: Includes imaging of organs an strut~ures ~expoed during surgery

(excluding neurosurgery and laparoscopic procedur~es).
Subscript "c: Includes thyroid, paraithyroid, breast, scrotum, penis.
Subscript "a": Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e": Includes imaging for guidance of tranrcabipy
Sbscrit"f Includes imaging for guidance of tranaainlbipy.

Susritg' For pe diatric patients.

Subscript h"h: Includes imaging for guidance of trn'reta biopsy.
(PLEASE DO NO WRT EO HS TINE-C=tTfI6t ON ANOTHER PAGE IF NEEDED)

Concurrence of CDI ~~evice Evaluation (ODE)

(Division Sign-OW-
Division of Reproductive, Abdominal, ENT,

and Radiological Devices

510(k) Number: CQQ( O

Prescription Use (Per 21 CFR 80 1.109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: III VISION Avius
Transducer: EUP-L53

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:
lenial Application Mode of Operation

Genes.Specific B M PD CWD Colo Combned* Other"
(Track I ony (Tracks I & III) Doppler (Spec.) (Spec.)
Ophthalmic Ophthalmic- - -

Fetal
Abdomional Pa Pa -Pa Pa Pa Pa

'ntra~o (Sra c.)e (Spec
Intra-operative (Neuro.
Laparoscopic
Pediatric P P P P p P
Small Organ (Spec.) Pd Pd Pd Pd Pd Pd
Neonatal Cephalic _____

Fetal Imaging Adult Cephalic
& Other Trans-rectal

Trans-vaginal
Trans-urethral
Trnsesph (non-Card.)
Musculo-skel. (Convent.) P P P p P P
Musculo-skel. (Superfic.) P P I - P P P
Intra-luminal
Other (spec.) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

CricAdult
Cardiac Cardiac Pediatric

M_0ha eal (card. __ __ _____

Other sRpec.
Peripheral h2vessel P *T V - P _____

Vessel Oher kspec. _______

N = new indication. P = previously cleared `W1Z934-66
*Combination of each operating mode, B, M, PWD and Color Doppler.
"t Amplitude Doppler, Harmonic Imaging, Real Time Tissue Elastography, Torapezoid,

Oblique, High Compound imaging, Wide View

Additional Comments:
Subscript "a": Includes imgn'or guidance of percutaneous biopsy of abdominal organs and structures

(including a niocntsi)
Subscript "b": Inc'ludes imaging of organs and=srcue exposed during surgery

(xluding neurosurgery and laarscp cpoedures)
Subscript "c": Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript "d": Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e": Includes imaging for guidance of transrectal biopsy.
Subscript "F: Includes imaging for guidance of transvagmnal biopsy.
Subscript "g": For pediatric patients.
Subscript "h": Includes imaging for guidance of transrectal biopsy.

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH1,90ff o-f De Evaluation (ODE)

-z xL~~_ ~
'%Division Sign-OWD

Division of Reproductive, Abdominal, ENT,
and Radiological Devices

510(k) Number: RutwQo

Prescription Use (Per 21 CFR 80 1. 109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Avius
Transducer: EUP-L53L

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the humapn body as follows:
Clinica Application Moeo pration

General Sipecific B M WD CW roo ned Othr"
(Track I only) (Tracks I & III) M P IDoppler (Spec.) (Spec.)
Ophthalmic Ophthalmic- - -

Fetal
Abdominal P P P P P P
Intra-o erative (Spec.)_____

Intr-operative (Neuro.)
Laparoscopic
Pediatric F P P P P P
Small Organ (Spec.) Pc C PC PC PC PC
Neonatal Cephalic _____

Fetal Imaging Adult Cephalic ________

& Other Trans-rectal
Trans-vaginal
Trans-urethral

Musculo-ske (Cnvent P VP P -p p P
Musculo-skel. (Superfic.) P P P -P P P
Intra-luminal

____ ____ ____ O ther (spec.) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Cardiac Adult
Crda Cardiac Pediatric

Taseohageal (card.) __ ________

Other (spec.)
Peripheral era vessel P * - ** *

Vessel Oher (spec j __ ______

N =new indiaion. P = previously cle-ared in 10946
*Combination of each operating mode, B, M, PWD and Color Doppler.
**Amplitude Doppler, Harmonic Imaging, Real Time Tissue Elastography, Torapezoid,

Oblique, High Compound imaging, Wide View

Additional Comments:
Subscript "a": Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures

(including amniocentesis).
Subscript "b": Inludes imaging of organs and structures expoed during surgery

(excluding neurosurgery and laparoscopic procedures)
Subscript "c": Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript 'd": Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e": Includes imaging for guidance of transrectal biopsy.
Subscript "ft Includes imaging for guidance of transvaginal biopsy.
Subscript 'g": For pediatric patients.
Subscript h'h" Includes imaging for guidance of transrectal biopsy.

(PLEASE DO )NO.T WRITrEBELOW TI'S LNE-CONTINLJE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, e o evice Evaluation (ODE)

~(ivision Sign-Ofl
Division of Reproductive, Abdominal, ENT,

and Radiological Devices

510(k) Number: u I

Prescription Use (Per 21 CFR 801.109)



DIAGNOSTIC ULhTRASOUNDJ INDICATIONS FOR USE FORM
System: HI VISION Avius
Transducer: EUP-L54MA

Intended use: Diagnostic ultrasound imagn or fluid flow analysis if the human body as follows:
Clinical Application Mode of Operation

GeneralSpecific B M IPW rIWD Color Combned Other
(Track I only) (Tracks I & III Doppler (Spec.) (Spec.)

Ophth lmic Ophthalm ic- - - _ _ _ _ _ _ _ _ _ _ _ _ _ _

Fetal
Abdominal Pa Pa Pa __ Pa Pa Pa
Int-ora tieScj _o _____

Intra-operative (Neuro.)
Laparoscopic
Pediatnic P P P P P P
Small Organ (Spec.) Pd P'd Pd __ Pd Pd Pd
Neonatal Cephalic

Fetal Imaging Adult Cephalic
& Other Trans-rectal

Trans-vaginal
Trans-urethral
Trans-e2sop h. (non-Card. __

Musculo-skel. ~konventj p p P P P P
M~uscu~lo-skel (Superfic.) P P P P P P

nr-uial
____ ____ ___ Other (spec.) _ _ _ _ _ _

Cardiac Adult M

I ra se o hageal (card. i__ __ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

_________ ther (spec.)_ _ _ _ _ _

Pripheral Perphra vesl -P I P. P P ___

Vessel O1 i iJ p ecer__ ___spe _ __ __ ___I_ __I___I

f= new ndcation. P = previously cleared in K093466
*Combination of each operating mode, B, M, PWD and Color Doppler.
**Amplitude Doppler, Harmonic Imaging, Real Time Tissue Elastography, Torapezoid,

Oblique, High Compound imaging, Wide View, Omni Directional M-mode

Additional Comments:
Subscript "a": Includes imaging for gudance of percutaneous biopsy of abdominal organs and structures

(including amniocenei)
Subscript "b": Includes imaging of organs and structures exposed during surgery

(excluding neurosurgery and laparoscopic proedurs.
Subscript "c" Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript "dr': Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e": Includes imaging for guidance of transrectal biopsy.
Subscript fV: Includes imaging for guidance of tranavaginal biopsy.
Subscript "g"': For pediatric patients.
Subscrit 'h': Includes imaging for guidance of transorectal biopsy.

(PLEASE DO NOT WRITE BE6LOWMTIS LINE-COTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDR:H, 0 e of vNice Evaluation (ODE)

17ivision SighU
Division of Reproductive, Abdominal, ENT,

and Radiological Devices

510(k) Number: -\o ~0o I



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Avius
Transducer: EUP-L65

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if thehuman body as follows:
Clinical Application MOd of Operation _____

General Sp~ecifi-c B M PDCD Color Combined* Other**
(Track I only) (Tracks I & III) M WDCD Doppler (Spec.) (Spec.)

Ophth-almic Ophthalmic- - - _ ____ ______

Fetal
Abdominal P P P p P P
ln-Pra tip ave Spec,), ____

Intra-operative (Neur.
Laparoscopic
Pediatric P P P P P P
Small Ogn(pc) PC PC PC PC PC PC
Neonatal Cephalic

Fetal Imaging Adult Cephalic _____

& Other Trans-rectal
Trans-vaginal
Trans-urethral

Tras-eo ~(non-Card.) ___ _

Musculoske (Cnet P pp P P p
!Muscuo-el (perfic.) P P pppp
lIntra-luminal

_____ ____ ___ ther (spec.) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Cardiac Adult
Cardiac Cardiac Pediatric

Tassohageal (card.). ___ ___

____ ____ ___ Other spec Y _ _ _ _ __ _ _ _ _ _ _ _ _ _ _ _

PeihrlPeripheral vessel P P p P P P
Vessel , Other spec.)

N = new indication. P = previously cleared in K093466
*Combination of each operating mode, B, M, PWTD and Color Doppler.
**Amplitude Doppler, Harmonic Imaging, Real Time Tissue Elastography, Torapezoid,

Oblique, High Compound imaging, Wide View, Omni Directional M-mode

Additional Comments:
Subscript "a": Includes imagingfor gudance ofpercutaneous biopsy of abdominal organs and structures

(including amniocentess).
Subscript Nb": Includes imaging of organs and structures exposed during surgery

(excluding neurosurgery and laparoscopic proedures)
Subscript "c": Includes thyroid, parathyroid, breast, scrotumn, penis.
Subscript "d": Includes thyroid, parathyroid, breast, scrotumn, penis and imaging for guidance of biopsy.
Subscript "e": Includes imaging for guidance of transrectal biopsy.
Subscript "f': Includes imaging for guidance of transvaginal biopsy.
Subscript "g": For pediatric patients.
Subscript "h": Includes imaging for guidance of tranarctaMb O N NTHRy.EIFN

(PLEASE DO NOT WRITE BELOW THIS LfCO PIU ONA THRAGIFEEDED)
Concurrence of CDRH, Qcefl~evice Evaluation (ODE)

(Division Sign-OW~
Division of Reproductive, Abdominal, ENT,

and Radiological Devices

510(k) Number: k\u'Dq 0.

Prescription Use (Per 21 CFlR 80 1.109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Avius
Transducer: EUP-L,73S

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:
Clinical Application Mode of Operation

UeneralSpecific B M'T PWD CWD Color Combned Other**
(Track I only) (Tracks I & III) ____ Doppler (Spec.) (Spec.)

Ophthamic Ophthalmic - - _____

Fetal
Abdominal Pa Pa Pa - Pa Pa Pa
Int-oe~rative Spec.) ___ __

Intra-operative (Neuro.)
Lapa o copic- - _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Peditc P P P -P P P
Small Organ (Spec.) P'd P'd Pd P'd Pd P'd
Neonatal Cephalic

Fetal Imaging Adult Cephalic
& Other Trans-rectal

Trans-vaginal
Trans-urethral

Trans-= (non-Card. __

!musculos Cnvent. P P P P p p
Musculo-skel. (Superfic.) P P P P P p
lintra-luminal

____ ____ ___ ther (spec.) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Crdiac Adult
Cardiac Cardiac Pediatric

Taseohageal (card.)
Other (spe'cT

Peripheral Pe hrlvessel P P - ** P *~
Vessel Other spec.______ ____ _ ______

N = new indication. P = previously cleared inK0593466
*CJombination of each operating mode, B, M, PWD and Color Doppler.
"*Amplitude Doppler, Harmonic Imaging, Real Time Tissue Elastography, Torapezoid,

Contrast, Oblique, High Compound imaging, Omni Directional M-mode, Wide View

Additional Comments:
Subscript 'a": Includes imaging for guidance ofpercutaneous biopsy of abdominal organs and structures

(including amniocentesis) .
Subscript "b": Includes imaging of organs and structures exposed during surgery

(ecluding neurosurgery and laparoscopic procedures).
Subscript "c': Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript "c:Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subsrp 'et, Includes imaging for guidance of transrectal biopsy.
Subscript pT: Includes imaging for guidance of transvaginal biopsy.
Subscript "g": For pediatric patients.
Subscrit hW: Includes imaging for guidance of transrectal biopsy.

(LEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH 0 e ato (ODE)

2 e 5ivuatio

Division of Reproductive, Abdominal, ENT,
and Radiological Devices

510(k) Number: )-~UG 3

Prescription Use (Per 21 CFR 801.109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Avius
Transducer: EUP-L'74M

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:
Clinical Application Mode of Operation _____

GeneralSpecific W M PWD CWD Colo~r Combied* Other**
(Track I only) (Tracks I & III) Doppler (Spec.) (Spec.)

Ophth lmic Ophthalm ic _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Fetal _ _ _ _ _ _ _ _ _ _ _ _

Abdominal Pa Pa Pa Pa Pa Pa
Inrop•'erativ'e'Spec401
Intraoprative(Neuo.

Lap aroscop ic
Pediatric P P P P P P
Small Organ (Spec.) Pd P'd Pd P'd P'd Pd
Neonatal Cephalic _____

Fetal Imaging Adult Cephalic _________________

& Other Trans-rectal
Trans-vaginal ___ ______

Trans-urethral
Transesophjno Ca:4) _____

Muscuilo-skelN(Riivei t. PF P ~ - P P
M uscul-kl (Superfic.) P PW P - P P P
InraM M na
O0ther (spec.) _ _____

CCardiac Adult ______ _____

Cardiac Cardia Pediatric _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

ITrans-egophageal (card.)T _ _______ ______ _____

10ter (specT)
Peripea PEeriupieralevsselT - r
Vessel Other Spe ____7__

N = new indication. P = previously cleare Tin 093466
*Combination of each operating mode, B, M, PWD and Color Doppler.
"Amplitude Doppler, Harmonic Imaging, Real Time Tissue Elastography, Torapezoid,

Contrast, Oblique, High Compound imaging, Omni Directional M-mode, Wide View

Additional Comments:
Subscript ma": Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures

(including amniocentesis).
Subscript 'b': Includes iagIng of orgyans and structures exposed during surgery

(excludigmneurosurgery and laparosoopic pro~cedures).
Su~bscript "ce ~Includes hrod, parathyroid breast, scrtume, penis.
Subscript "d~: Includes thyroid, pparathyrid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscriplt "e: Includes imaging for guidance of transrectal biopsy.
Subscip "f' Includes imaging for guidance of transvaginal biopsy.
Subscript "g: For pediatric patients.
Subscript "hr: Includes imaging for guidance of trangrectal biopsy.

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office o ice Evaluation (ODE)

-- fivisior ign-Of
Division of Reproductive; Abdominal, ENT,

and Radiological Devices

510(k) Number: A,\\LiqO

Prescription Use (Per2l CFR 801.109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Avius
Transducer: EUP-LV74

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:
Clinical Application Mode of Operation _____

GeneralSpecific B M *P" CWD Color Combined -Other**
(Track I only) (Tracks I & III) Doppler (Spec.) (Spec.)

OphthlmicOphthalmic- - ____ _____

Fetal
Abdominal P P P p p p

Thtra-operative(kNeuro.)
Lap aroscop ic
Pediatric P P ppp P
Small Organ (Spec.) PC PC PC PC PC PC

Neonatal Cephalic _____

Fetal Imaging Adult Cephalic ____ _____

& Other Trans-rectal ____

Trans-vaginal ______

Trans-urethral _____

Musculo-skeiitCoiveiitY P P P P P p
iMusculo-skel. (Superfic.) P P P __ P p p
Intra- Inm ina
O0ther (spec.)- -

Card a A dult _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Cardiac JCardiac Pediatric _________________

ITrans-esophageal (card.) __ _____ ______

1ther kspec.)
Peripheral Penihealvessel I~ I? I~P - Pi I**

Vessel Othr spe _ _ _ _ _ _ _ _ _ _ _ _

N = new indication. P = previously clearec in K093466
*Combination of each operating mode, B, M, PWD and Color Doppler.
**Amplitude Doppler, Harmonic Imaging, Real Time Tissue Elastography, Torapezoid,

Oblique, High Compound imaging, Omni Directional M-mode, 3D imaging

Additional Comments:
Subscript 'a': Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures

(including amniocentesis).
Subscript b'b: Includes imaging of organs and structures exposed during surgery

(excluding neurosurgery and laparoscopic procedures).
Subscript "c": Includes tthyod paah ibesSCroupns
Subscript Nd,: Inclue hriprtyod brat scrotu ,pei and imaging for guidance of biopsy.
Subscript NeN: Includes imaging for guidance of transrca bopsy
Subscript fT: Includes imaging for guidance of tranavaginlbiopy,'.
Subscript "g: For pediatric patients.
Subscri t 'h": Includes imaging for guidance of transrectal i

Conurrnceof DRHOfivision Ealuaionn-DE

Division of Reproductive, Abdominal, ENT,
and Radiological Devices

510(k)Number:_ _ _ _ _ _ _



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Avius
Transducer: EUP-053T

Intended use: Diagnostic ultrasound imagn or fluid flow analysis if the human body as follows:
Clinical Application Mode of Operation

GeneralSpecific B PWD UWDl Color Combined Othr "
(Track I only) (Tracks I & III) ____ Doppler (Spec.) (Spec.)

Ophthalmic Ophthalmic _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Fetal
Abdominal
Intaoperatie(Spec,) Pb Pb Pb Pb Pb Pb
Joltra-operative (Neuro.
Laparoscopic
Pediatric
Small Organ (Spec.) _____

Neonatal Cephalic
Fetal Imaging Adult Cephalic

& Other Trans-rectal
Trans-vaginal
Trans-urethral

MudclE'iEk l7 1nvent. ___

!Musul-ke. (Superfic.) ___

ltinr- lu min a
_____ ____ ___ ther (spec.) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Crdiac Adult
Cardiac Cardiac Pediatric

Tr n -- ha e aal(caM.r __ __ __ _ _ __ _ _ __ _ _

PTerihml Pn vessel
Vessel O h r Spec. j______ ______ ______

N = new indication. P = previously cleared in XU93466
*Combination of each operating mode, B, M, PWD and Color Doppler.
**Amplitude Doppler, Harmonic Imaging, Real Time Tissue Elastography, Torapezoid,

Oblique, Wide View

Additional Comments:
Subscript "a'm: Includes iangfor gidance of percutaneous biopsy of abdominal organs and structures

(including anicetesi)
Subscript lb': Includes imaging of organs and structures expsed during surgery

(excluding neurosurgery and !aparoscopic proedures)
Subscript "c": Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript "d": Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e": Includes imaging for guidance of transrnectal biopsy.
Subscript "f": Includes imaging for guidance of transvaginal biopsy.
Subscript "g": For pediatric patients.
Subscript "h' Includes imaging for guidance of transrectal biopsy.

(PELEASE DO NOT WRITE 1BELOW THIS LINE-CO~NTINtUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH O~f ieEauto DE)

ivision Sign-Of
Division of Reproductive, Abdominal, ENT,

- and Radiological Devices

510(k) Nuinber: cJ) ( ¾



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: H-I VISION Avius
Transducer: EUP-054J

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:
Chinical Application Mode of Operation _____

General Specific PW CWDh Colo Cobied* Other"*
(Track I only) (Tracks I & III) __ Doppler (Spec.) (Spec.)

Ophthalm c Ophthalm ic _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Fetal
Abdominal
Inoerative(IS ect Pb Pb Pb Pb Pb Pb
ntra-prtve(er.

Laparoscopic
Pediatric
Small Organ (Spec.) _____

Neonatal Cephalic
Fetal Imaging Adult Cephalic

& Other Trans-rectal
Trans-vaginal
Trans-urethral

- _ _ __ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Muscuo-ikel. C(onvent.) P P P -P P P
Musculo-skel. (Superfic.) P P P P P p
Inutra-luminal.

____ ____ ___ ther (spec.) _ _ _ _ _ _ _ _ _ _ _

Cardiac Adult
Cardiac Cardiac Pediatric _____

T a se ha ~eal (car~d.) ___ ______ _____

____ ____ ___ ther F (p e cJ)
- nPheri lPrpheral vessel - _____

Vessel Other (Spec.,,______
g newnacat-ion. P = previously clearedi WTU09346=6
*Combination of each operating mode, B, M, PWD and Color Doppler.
**Amplitude Doppler, Harmonic Imaging, Real Time Tissue Elastography, Torapezoid,

Oblique, High Compound imaging, Omni Directional M-mode, Wide View

Additional Comments:
Subscript 'a": Includes imaging for giddance of percutaneous biopsy of abdominal organs and structures

(including amniocentsi)
Subscript "b': Inldes imaging of organs and stutueepsd d'uring surgery

(ex-cluding neurosurgery and laparoscopic ~proedures).
Subscript "c": Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript "cdt Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e": Includes imaging for guidance of transrectal biopsy.
Subscript?": Includes imaging for guidance of tranavaginal biopsy.
Subscript "g": For pediatric patients.
Subscrit "h": Includes imaging for guidance of tranrcabipy

(PLEASE DO NOT WRITE BELOWI TIS LINE-CONINU ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Offi evice Evaluation (ODE)

(Division Sign-Offl
Division of Reproductive, Abdominal, ENT,

and Radiological Devices

510(k) Number:

Prescription Use (Per 21 CFR 801.109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: III VISION Avius
Transducer: EUP-0L334

Intended use: Diagnostic ultrasound imag ing or fluid flow analysis if the human body as follows:
Clinical Appliction Mode of Operation _____

General Specific WB M PWD CD Color Combined* Other**
(Track I only) (Tracks I & HII Doppler (Spec.) (Spec.)

OphKthalmic Ophthalmic _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Fetal
Abdominal
Ino erative('Spec~ I_____

Ita-operative (Neuro.)

Laparoscopic T P P P P P
Pediatric
Small Organ (Spec.)
Neonatal Cephalic _____

Fetal Imaging Adult Cephalic
& Other Trans-rectal

Trans-vaginal
Trans-urethral

Tran-esoh(non-Card.)

Musculo-skel. (Superfic.) ___ _________

Intra-luminal
_______ ____ _ O -th-er (spec.) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Cardiac Adult
Cardiac Cardiac Pediatric

Tase ha ceal(card.
Other kspec. _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Peripheral Pe e vessel _____

Vessel Ohe sp c._ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

N neindication. P = previously cleared in K093466
*CJmbination of each operating mode, B, M, PWD and Color Doppler.
**Amplitude Doppler, Wide View

Additional Comments:
Subscript "a": Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures

(including amniocentesis).
Subscript b"b: Includes imaging of organs and structures exposed during surgery

(excluding neurosurgery and laparoscopic prcedurs.
Subscript "c": Includes thyroid,.parathyroid, breast, scrtume, penis.
Subscript "d": Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e": Includes imaging for guidance of transrctal biopsy.

Sbscrip "' Includes imaging for guidance of transvaginal biopsy.
Subscript "g:For pediatric patients.
Subscrit "ht: Includes imaging for guidance of transrectal biopsy.,

(PLEASE DO NOT WRITE BE6LOWTHIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, O~ffiZ of ,Dje -Evaluation (ODE)

(Wsion Sign-Off
Division of Reproductive, Abdominal, ENT,

and Radiological Devices

510(k) Number: W w\m Qoi



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Avius
Transducer: EUP-R54AW- 19, -33

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:
Clinical Application Mode of Operation _____

General Specific B M PWD CD Color Combined* Other**
(Track I only) (Tracks I & III) __ Doppler (Spec.) (Spec.)

Oph7thEalmic Ophthalmic _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Fetal
Abdominal
I;a!~oerative (Slick Ž ______ _______ _____

Intra-operatie(?Neuro.
La paroscop ic
Pediatric
Small Organ (Spec.)
Neonatal Cephalic

Fetal Imaging Adult Cephalic __

& Other Trans-rectal P P P P P P
Trans-vaginal
Trans-urethral

Tras-soh.(non-Card.) __ ____ _____

Musculo skel (Convent.
Musculo-skel. (Superfic.) ________

Intra-luminal
____ ____ ___ Other (spec.) _ _ _ _ _ _

Cardiac Adult
Cardiac Cardiac Pediatric _____

Tase hageal (card.) __ ________

____ ____ ___ O ther s-,pe _ _ _ __ _ _ __ _ _

Peripheral h vessel ___ __ ______

Vessel Other (spec______ ______

N = new indication. P = previously cleared inTK093466
*Combination of each operating mode, B, M, PWD and Color Doppler.
**Amrplitude Doppler, Harmonic Imaging, Real Time Tissue Elastography

Additional Comments:
Subscript "a": Includes imagn frgiance of percutaneous biopsy of abdominal organs and structures

(including amniocentesis).
Subscript "bV Includes imaging of organs and structures exposed dring surgery

(excluding neurosurgery and laparoscopic procedures).
Subscript "c": Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript "d: Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "et: Includes imaging for guidance of transrectal biopsy.
Subscript 'Tp: Includes imaging for guidance of transvaginal biopsy.
Subscript "g't For pediatric patients.
Subscript "h": Includes imaging for guidance of transrectal biopsy.

(PLEASE DONOT 'WRITE BELOW THISLINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRtH, Office, vice Evaluation (ODE)

Di) ision Sign-Off
Division of Reproductive, Abdominal, ENT,

and Radiological Devices

510(k) Number: VA~\O Dk jI

Prescription Use (Per 21 CFR 80 1:109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: H-I VISION Avius
Transducer: EUP-S50A

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:
Clinical Application Mod eof Operation

GenralSpecific -r - PWD CWD Coo Corbied* Ote*
(Track I only) (Tracks I & III) __ Doppler (Spec.) (Spec.)

Ophth lmic Ophthalm ic _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Fetal P p p -r p p p
Abdominal Pa Pa Pa Pa Pa Pa Pa
ln :operative(S eec) ______ ______

I ntra-operativ(er.

Laparoscopic
Pediatnic p p p p p p p
Small Organ (Spe-c.)_ _ _ _ _ _ ______ ____

Neonatal Cephalic ___________

Fetal Imaging Adult Cephalic P P P P P P P
& Other Trans-rectal

Trans-vaginal
Trans-urethral
Trans-soph._Ca__

Muclo-sk~el (Superfic.) __ __ _______ _____

ntalmiena

_____ ____ ___ ther (spec.) _ _ _ _ _ _ _ _ _ _ _

Carda Adult T *P ~
Cardiac Cardiac Pediatric P P P P P P p

Tase hageal (card.) __

Other (speT
PeihrlPeripheral vessel P_~T~*P- ~ * '

Vessel Other (spec_ _ __ __ _ _ _ __ _ _ _ _ __ _ _ _ _

7f 7newndicat-ion P = previously cleared in K093466
*Combination of each operating mode, B, M, PWD, CWD and Color Doppler.
**Amplitude Doppler, Harmonic Imaging, Contrast, Omni Directional M-mode, Tissue Doppler imaging

Additional Comments:
Subscript "a": Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures

(including amniocentesis)
Subscript "b": Includes imaging of organs and srcueexoddrig surgery

(exluding neurosurgery and laaocoi poeadures)
Subscript "c": Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript 'd": Includes throd para~thyrId, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e": Includes iangfor gudance of transrectal biopsy.
Subscript "P': Includes imaging for guidance of transvaginal biopsy.
Subscript g"g' For peditc pat'ients. acotrnrcalip
SubscrPt "fr Includes mgngefor udneo rnrca ipy

(PLEASE DO NOT WRITFEBELOW THI~S LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Offi~ce of D - aluation (ODE)

(Djv Sio gn-Ofl
Division of Roductive, Abdominal, ENT,

and Radiological Devices

510(k) Number: V U\ 2qt

Prescription Use (Per 21 CFRBO01.109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
system: HI VISION Avius
Transducer: EUP-S52

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:
Chinical Application Mode of Operation _____

GeneralSpseific rB PW CWD Color Cornbined* Other**
(Track I only) (Tracks I & III) Doppler (Spec.) (Spec.)

O -phthalmic Ophthalmic _____ ___________

Fetal
Abdominal

Intra operativMe(nur7
Laparoscopic
Pediatric p p p p P P p
Small Organ (Spec.) PC PC PC PC PC PC PC
Neonatal Cephalic ___________

Fetal Imaging Adult Cephalic __ _________________

& Other Trans-rectal
Trans-vaginal
Trans-urethral
Trans_-_ ___ ___Ca___ __

Musculose.( (Cnea. _____

Musculo-skel. (Superfic.) _________ _____ ______

Intra-lurninal
____ ____ ___ O ther (spec.) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Cardiac Adult
Cardiac Cardiac Pediatric P P P P P P P

Other (spec.) _ _ _ _ _ _ ______

PTeripheral Periphrl vyessel _________________

Vessel Ote spec._______ ______

7= 7newncation. P=peiously cleared iflKU93466
*Combination of each operating mode, B, M, PWD, CWD and Color Doppler.
**Amnphtude Doppler, Harmonic Imaging, Omni Directional M-mode, Tissue Doppler imaging

Additional Comments:
Subscript "a": Includes imaging fo udneof percutaneous biopsy of abdominal organs and structures

(including amniocenei)
Subscript b"b: Inccludes imaging of organs and sr~uctoures exposed:]during surgery

(xluding neurosurgery and Iaparoscopic procedures).
Subscript "c': Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript "d": Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e": Includes imaging for guidance of transretlbopsy.
Subscript f',: Includes imaging for guidance of transvaginlbiopsy.
Subscript "g": For pediatric patients.
Subscript "h": Includes imaging for guidance of transrectal biopsy.

(PLEASEDO NOT WRITE BELOWT TISLIANE-CONTINUE ONANOTHIER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division Sign-OWf
Division of Reproductive, Abdominal, ENT,

and Radiological Devices

510(k) Number: V\O 90

Prescription Use (Per 21 CFR 801.109)



DIAGNO0STIC ULTRASOUND INDICATIONS FOR USE FORM
System: H-I VISION Avius
Transducer: EUP-S70

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:
Clinical Application Mode of Operation _____

General Sp-ecific B M PW* rwr Colo Combined* Other**
(Track I only) (Tracks I & III) __ Doppler (Spec.) (Spec.)

O6p-hth-almic Ophthalmic ____ _____

Fetal P P P *P P F P
Abdominal P P P P P P P
nra'operatv'e Spec±k_____

IIntra-oprative(Neur5
Laparnscopic
Pediatric P P P P P p P
Small Organ (Spec.)
Neonatal Cephalic

Fetal Imaging Adult Cephalic P P F P P P P
& Other Trans-rectal

Trans-vaginal
Trans-urethral

Musculo-skel. (Superfic.) _________

In ra-minal

Cardiac Adult *P P P P*! P P P
Cardiac Cardiac Pediatric P P P P P -p

Taseoha eal (card) _________

_________ _ the O ii p ecY._ __ _ __ _

PeihrlPeripheral vessel I P __ ~p ~ *
Vessel Otherkspec.) I__________________

R~r;;*ndiatin. =previously cleared in K093466
*Combination of each operating mode, B, M, PWD, CWD and Color Doppler.
**Amplitude Doppler, Harmonic Imaging, Contrast, Omni Directional M-mode, Tissue Doppler imaging

Additional Comments:
Subscript "a": Includes imgn'or gudance of percutaneous biopsy of abdominal organs and structures

(includinm nioentesi)
Subscript 'b": Includes imaging of organs and structures exposed during surgery

(excluding neurosurgery and laparoscopic procedures).
Subscript "c": Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript'd"d: Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript 'e': Includes imaging for guidance of transrectal biopsy.
Subscrip ":Includes imaging for guidance of transvaginal biopsy.

Sbscriptt "g"~ Frpdiatric patients.
Subscript h"h: Includes imaging for guidance of transrectal biopsy.

(PuLEASE DONOT'WRIITE BELOW THI~S LINE-CONTIlNUE ON ANOTHER PAGE IFNED~ED)
Concurrence of CDRH, Offi~ce f ZD -Evaluation (ODE)

(Di sion Sign-Off
Division of Reproductive, Abdominal, ENT,

and Radiological Devices

510(k) Number: 1 \oZ 2 o



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
system: HII VISION Avius
Transducer: EUP-U533

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if th human bod as follows:
Clinical Appliction Mode of Operation _____

General Specific B M IPWD CWDI Color Comnbined* Other**
(Track I only) (Tracks I St III) ____ Doppler (Spec.) (Spec.)
Ophthamic Ophthalmic _____

Fetal
Abdominal

Inr-perative (Neur.)
aprsopic

Small Organ(S-pec.) ___

Neonatal Cephalic
Fetal Imaging Adult Cephahic

& Other Trans-rectal Ph Ph Ph Ph Ph Ph
Trans-vaginal
Trans-urethral

Musculo-skel. (Supe-rfic.)T _

lIntra-luminal
_____ ____ ___ ther (spec.) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

!Cardi!ac Adult
Cardiac CardiacPeitc

_____ ____ ___ ther (spec.) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Peripheral j~nhrlvessel
Vessel Oher Spec._ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

N = new indication. P = previously cleared in K093466
*Combination of each operating mode, B, M, PWTD and Color Doppler.
""Amplitude Doppler, Harmonic Imaging, Real Time Tissue Elastography, Torapezoid, Oblique, Wide View

Additional Comments:
Subscript "a": Includes imaigfor guidance of percutaneous biopsy of abdominal organs and structures

(including amniocentesis).
Subscript "b": Includes imaging of organs and structures exposedmdsuring surgery

(xluding neurosurgery and laparoscopic poedure)
Subscript "c": Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript "d: Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript 'e": Includes imaging for guidance of transrectal biopsy.
Subscript "f': Includes imaging for guidance of transvaginal biopsy.
Subscript "g': For pediatric patients.
Subscrit "h: Includes imaging for guidance of transrectal biopsy.

(PLEASE DO NOT WRITE B3ELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office f -Evaluation (ODE)

( rsion Sign-Off
Division of Reproductive, Abdominal, ENT,

and Radiological Devices

510(k) Number: K 0~qgo

Prescription Use (Par 21 CFR 801.109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Avius
Transducer: EUP-V53W

Intended use: Diagnostic ultrasound fimaging or fluid flow analysis if the human body as follows:
Clinical Application Mode of Oprton ______

General Specific B M PWD CWD Color Cornbined* Other**
(Track I only) (Tracks I & III) __ Doppler (Spec.) (Spec.)

OphthlmicOphthalmic ____ _____

Fetal P P _ _ _ ~ p p
Abdominal

n -oera~i~~c
Intra-operative (Neuro.)
Laparoscopic
Pediatric
Small Organ (Spec.)
Neonatal Cephalic

Fetal Imaging Adult Cephalic
& Other Trans-rectal Pe Pe Pe __ Pe Pe Pe

Trans-vaginal PI Pf Pf __ Pf Pf Pf
Trans-urethral
Trans-es h (non-Card. __

Musculo-skel. CoGnvent.)
mMusculoskl (Superfic.) I__ __ _____ _____

Intra-luia
_____ ____ ___ U ther (spec.) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

!Cardiac Adult
Cardiac CardiacPeitc

1''aseohageal (card.)
O0ther (spec. _______ ______

PeihrlPeripheral vessel
Vessel Otherkspec. _______ _______ ______

N = new indication. P = previously cleared in K093466
*Combination of each operating mode, B, M, PWD and Color Doppler.
"Amplitude Doppler, Harmonic Imaging, Real Time Tissue Elastography,
I Contrast, High Compound imaging, Wide View

Additional Comments:
Subscript "a": Includes imgn'or guidance of percutaneous biopsy of abdominal organs and structures

(including mnoe-ntis).
Subscript "b": Includes imaging of organs and stutures epsed during surgery

(excluding neurosurgery and laparscopiproedures)
Subscript "c": Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript "d": Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e": Includes imaging for guidance of transrectal biopsy.
Subscript f"f' Includes imaging for guidance of transvaginal biopsy.
Subscript "g": For pediatric patients.
Subscrit "'h": Includes imaging for guidance of transrectal biopsy.

(PLE"ASE DO NOT 'WRITE BELOW T'HIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH. Offie of CA Evaluation (ODE)

i on Sgn-OM
Division of productive, Abdominal, ENT,

and Radiological Devices

610(k) Number: Jki ~ O

Prescription Use (Per 21 CFR 80 1.109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Avius
Transducer: EUP-VV531

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the humanbody as follows:
mliica Application Mode oOperationy

General Specifi-c B -r PWD CW Colr- Cobied* Other**
(Track I only) (Tracks I & III) __ Doppler (Spec.) (Spec.)
Ophthalmic Ophthalmic _____ __________

Fetal P P ISp P P
Abdominal
ntra eratieSpece~ _______

Ini aoperativNelbuo
La pa roscopi
Pediatric
Small Organ (Spec.) ___________

Neonatal Cephalic
Fetal Imaging Adult Cephalic _____

& Other Trans-rectal P P P ___ P P P
Trans-vaginal P P P P P
Trans-urethral

Tran -e (nonCar.) _ _ _ _ _ _ _ _ _

Musculo-skel. (Convent.)
Musculo-skel. (Superfic.) _ _ __ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Intra-lunminal
____ ____ ___ ther (spec.) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Cardiac Adult
Cardiac Cardiac Pediatric

T a se ha eat (card. ______ ___ _ _____

PrpeaPeripheral vessel
Vessel Ut e spec. _ _ _ _ _ _ _ _ _ _ __ _ _ _ _ _ _ _ _ _ _

N = new indication. P) = previously cleared in=10934-66
*CDombination of each operating mode, B, M, PWD and Color Doppler.
**Amplitude Doppler, Harmonic Imaging, High Compound imaging, 3D imaging

Additional Comments:
Subscript "a": Includes mgn for gindance of percutaneous biopsy of abdominal organs and structures

(includinm nioentesi)
Subscript "b": Includes imaging of organs andsrutues exoed during surgery

(xluding neurosurgery and laaocpi rcdures)
Subscript "c': Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript "di: Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e": Includes imaging for guidance of transrectal biopsy.
Subscript"f Includes imaging for guidance of transvagnial biopsy.

SbscrPt "g:Fo pediatric patients.
Subscript "h": Includes imaging for guidance of transrectal biopsy.

(PLEASE DO NOT WRITE B3ELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office ,ofi-w-iiEvaluation (ODE)

(vision Sign-Ofl
Division of Reproductive, Abdominal, ENT,

and Radiological Devices

510(k) Number:jLLwoacBlŽ.



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Avius
Transducer: EUP-VV731

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:
Clinical Application Mode of Operation

GeneralSpecific FB M* PW CWD Colo Combled Other**
(Track I only) (Tracks I & III) Doppler (Spec.) (Spec.)

OphthlmicOphthalmic- --

Fetal P P P __ p p p
Abdominal _____ _____

In rao perative(Sec.f _ _ _ _ _ _ _ _ __ _ _ _ _ _ _ _ _

Intra-operative(er. ___________

Lap aroscop ic
Pediatric __ ____

Small Organ (Spec.) _____

Neonatal Cephalic ______ ______ _ _ _ _ _

Fetal Imaging Adult Cephalic _________________

& Other Trans-rectal P P P p p p
Trans-vaginal P p p P p p
Trans-urethral

Trans- (non-Cnard.

M usculoskl (Superfic.) __

Intra-lmi1
O0ther kspec.)_ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Cardiac Adult-
Cardiac Cardiac Pediatric

TaseUha eal (card. I ___

O the~r spe _ _ __ _ _ _ _ _ __ _ _

Peripheral Pen r~vessel _____ _____

Vessel Other 'Pe,______ ______ _____

NF nw =i~cation. P = previously cleared' ifl093466
*Combination of each operating mode, B, M, PWVD and Color Doppler.
"*Amnplitude Doppler, Harmonic Imaging, High Compound imaging, 3D imaging

Additional Comments:
Subscript "a": Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures

(including amniocentesis).
Subscript "b": Includes imaging of organs and structures exposed duing surgery

(excluding neurosurgery and laparsopic proedu .re)
Subscript "c": Includes thyroid, parathyroid, breast, scrotum penis
Subscript "d": Includes thyro id, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.

Subscript "e": Includes imaging f~ gudance of traase lbopsy.
- Sbsrip "':Includes imgig for guidance of transainlbiopsY.

Subscript "g" Fo pediatric patients.
Subscript "h": Includes imaging for guidance of transetl' ipy

(PLEASE DO NOT WRT BEO HS LINECOTIU ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, 0 ce o Evaluation (ODE)

, Ivision Sign-Oft
Division of Reproductive, Abdominal, ENT,

and Radiological Devices

510(k) Number: 1,k i. o)q 0 I


